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--The MAILING DATE of this communication appears on the cover sheet with the correspondence address -- 

THE REPLY FILED 27 December 2002 FAILS TO PLACE THIS APPLICATION IN CONDITION FOR ALLOWANCE. 
Therefore, further action by the applicant is required to avoid abandonment of this application. A proper reply to a 
final rejection under 37 CFR 1.113 may only be either: (1) a timely filed amendment which places the application in 
condition for allowance; (2) a timely filed Notice of Appeal (with appeal fee); or (3) a timely filed Request for Continued 
Examination (RCE) in compliance with 37 CFR 1.114. 

PERIOD FOR REPLY [check either a) or b)] 

a) S The period for reply expires 3_months from the mailing date of the final rejection. 

b) The period for reply expires on: (1 ) the mailing date of this Advisory Action, or (2) the date set forth in the final rejection, whichever is later. In 
no event, however, will the statutory period for reply expire later than SIX MONTHS from the mailing date of the final rejection. 

ONLY CHECK THIS BOX WHEN THE FIRST REPLY WAS FILED WITHIN TWO MONTHS OF THE FINAL REJECTION. See MPEP 
706.07(f). 

Extensions of time may be obtained under 37 CFR 1.136(a). The date on which the petition under 37 CFR 1 .136(a) and the appropriate extension 
fee have been filed is the date for purposes of determining the period of extension and the corresponding amount of the fee. The appropriate extension 
fee under 37 CFR 1.17(a) is calculated from: (1) the expiration date of the shortened statutory period for reply originally set in the final Office action; or 
(2) as set forth in (b) above, if checked. Any reply received by the Office later than three months after the mailing date of the final rejection, even if 
timely filed, may reduce any earned patent term adjustment. See 37 CFR 1.704(b). 



1 0 A Notice of Appeal was filed on 



Appellant's Brief must be filed within the period set forth in 



37 CFR 1.192(a), or any extension thereof (37 CFR 1.191(d)), to avoid dismissal of the appeal. 
20 The proposed amendment(s) will not be entered because: 

(a) □ they raise new issues that would require further consideration and/or search (see NOTE below); 

(b) □ they raise the issue of new matter (see Note below); 

(c) □ they are not deemed to place the application in better form for appeal by materially reducing or simplifying the 

issues for appeal; and/or 

(d) □ they present additional claims without canceling a corresponding number of finally rejected claims. 

NOTE: . 

3.(3 Applicant's reply has overcome the following rejection(s): See Continuation Sheet 



. would be allowable if submitted in a separate, timely filed amendment 



4.Q Newly proposed or amended claim(s) _ 
canceling the non-allowable claim(s). 

5. S3 The a)D affidavit, b)\3 exhibit, or c)^ request for reconsideration has been considered but does NOT place the * 
application in condition for allowance because: See Continuation Sheet 

6. CD The affidavit or exhibit will NOT be considered because it is not directed SOLELY to issues which were newly 

raised by the Examiner in the final rejection. 

7. (3 For purposes of Appeal, the proposed amendment(s) a)D will not be entered or b)D will be entered and an 

explanation of how the new or amended claims would be rejected is provided below or appended. 

The status Bf the claim(s) is (or will be) as follows: 

Claim(s) allowed: . 

Claim(s) objected to: . 



Claim(s) rejected: 87-93 and 110-113 . 
Claim(s) withdrawn from consideration: _ 
8.D The proposed drawing correction filed on . 



is a)D approved or b)Q disapproved by the Examiner. 



9. D Note the attached Information Disclosure Statement(s)( PTO-1449) Paper No(s), 

10. Q Other: 



U.S. Patent and Trademark Office 
PTO-303 (Rev. 04-01) 



Advisory Action 



Part of Paper No. 28 



^ion Sheet (PTO-303) Application No. 009/310,844 



Continuation of 3. Applicant's reply has overcome the following rejection(s): The double patent rejection of claims 87-93 and 11 0-1 13. over 
U.S. Application 09/310,735. 

Continuation of 5. does NOT place the application in condition for allowance because: Applicants' arguments regarding the outstanding 
35 U.S.C. 102(b) rejection of claims 87-93 over McKnight et al., 35 U.S.C. 102(b) rejection of claims 87-93 over Chen et aL, 35 U.S.C. 
102(e) rejection of claims 87-91 over Fu et al. (U.S. Patent 6,090,620), 35 U.S.C. 101/ 35 U.S.C. 112, first paragraph, as lacking a specific 
or substantial asserted utility or a well established utility and lack of enablement for making and using the claimed compositions, are 
similar to the arguments made in the previous response filed July 15, 2002, and the Office response herein is similar to that found in the 
Office action mailed 10/22/02. 

The McKnight reference (rejection of claim 87-93): Applicant states the "[rjegardless of whether the cDNA sequence reported in 
the McKnight reference comprises the secondary structure recited in claim 87... the McKnight reference fails to teach an RNA comprising 
"not more than seventy nucleotides." A prior art reference anticipates a claim if every element of the claim appears in the prior art 
reference.... Because the cDNA sequence reported in the McKnight reference is 740 nucleotides in length, it does not anticipate claim 87 
(nor dependent claims 88-93), which recites an RNA "not more than seventy nucleotides. The Office Action takes the view that due to the 
use of the word "comprising," the claims read on sequences that are longer than 70 nucleotides. Applicants respectfully disagree and 
submit that the Examiner cannot consider individual terms recited in a claim and interpret them in a vacuum." 

In response, the word "comprising" is not interpreted in a vacuum, since the word is well-established as a transitional phrase in a 
patent claim. MPEP 21 1 .03 states that "The transitional phrases "comprising",... define the scope of a claim with respect to what 
unrecited additional components or steps, if any, are excluded from the scope of the claim. The transitional term "comprising", which is 
synonymous with "including", "containing," or "characterized by," is inclusive or open-ended and soes not exclude additional, unrecited 
elements or method steps.... "Comprising" is a term of art used in claim language which means that the named elements are essential, but 
other ielements may be added and still form a construct within the scope of the claim.... "comprising leaves "the claim open for the 
inclusion of unspecified ingredients even in major amounts."" As such, the claim is not interpreted in a vacuum, the limitation "but not 
more than seventy nucleotides" has not been ignored or overlooked in the process of making the art rejection using the teachings of 
McKnight. The claim as fully written, has first the open transitional phrase "comprising" which allows for the interpretation of the claimed 
subject matter to include other features not explicitly recited. The claim thus included the additional nucleic acid sequence taught by 
McKnight in view of the use of the transitional language "comprising". Applicant is likely also aware that the rejection was not made over 
claims 1 1 0-1 1 3 for instance, since the preample of those claims clearly stated the "a purified and isolated RNA fragment up to 70 
nucleotides comprising...." In this case, the comprising language does not embrace the previous limiation up to 70 nucletoides and the 
claim is limited to compositions up to 70 nucleotides. This is not the case in the rejected claims 87-93, where the comprising language 
precedes, and thus allows an open interpretation of the language, "not more than 70 nucleotides." 

The Chen reference and the Fu Reference (rejection of claims 87-93),: Applicant similarly points out that these references teach 
nucleic acid sequences that are longer than 70 nucleic acids. For the reasons given above, in view of MPEP 2111 .03, the additional 
nucleic acid sequences taught in the Chen and Fu references are embraced by the instant claims since the instant claims 87-93 make use 
of the open transitional phrase, "comprising" which does not exclude additional elements, or features to the composition claimed by 
applicant. 

The 35 U.S.C. 101/112, first paragraph, rejections of claims 110-113: Applicant's state (page 8, response filed 12/27/2002) that 
"The specific and substantial utility as defined in the specification is to identify "particular structural elements in eukaryotic and prokaryotic 
nucleic acid that are molecular interaction sites.... and methods of identifying particular structural elements in eukaryotic and prokaryotic 
nucleic acid, especially RNA molecules, which can interact with other molecules to effect modulation of theNRA. 'Modulation' refers to* K 
augmenting or diminishing RNA activity or expression." ... See specification, for example, page 32, 1.29 to page 33, 1.1. A specific utility 
is to modulate na "exemplary RNA target," for example, IL-2 mRNA for therapeutic treatment of inflammation. Se specification, e.g. Table 
1,page 38, 1.9." 

Upon review of these cited portions of the specification, there remains a lack of clarity in what the claims nucleic acid 
compostions are specifically useful for. The general assertions that they may be used for modulation of an "exemplary RNA target" does 
not provide specific use of the up to 70-base fragments comprising SEQ ID NOS:23-25. MPEP 2107 (ll)(A)(3) states that "An invention 
has a well-established utility if (i) a person of ordinary skill in the art would immediately appreciate why the invention is useful based on the 
characteristecs of the'invention (e.g., properties or applications of a product or process), and (ii) the utility is specific, substantial, and 
credible)." MPEP 2107 (ll)(B)((3)(ii) teaches that the utility must be "well-established at the time of filing." At the time of filing, there was 
no guidance in eithe'r the specification or the prior art to use fragments not more than 70 bases comprising instant SEQ ID NOS:23-25 
(portions of the 3' UTR of IL-2 mRNA from human, mouse and rat IL-2 mRNA), other than the knowledge of the sequences as found within 
the 3'UTR regions of the mouse, human and rat IL-2 mRNAs. The assertions that these sequences may be useful for modulation of "an 
"exemplary RNA target", and that 'Modulation* refers to augmenting or diminishing RNA activity or expression" does not allow one of 
ordinary skill in the art to immediately appreciate why the invention is useful based on the characteristics of the invention. There is no 
guidance in either the specification or the art of how to use, to enact, to employ, to practice, the modulation of any RNA target with the 
disclosed fragments of IL-2 mRNAs. There is no discussion in either the prior art (at the time of filing) nor the specification of how to 
interact these fragments, having a particular secondary structure, with any other RNA target in order to be useful in any treatment effect 
either. - As such, the asserted use of the IL-2 fragments is not specifically, substantially or well-asserted at the time the invention was 
made. 

The 35 U.S.C. 1 12, first paragraph, lack of enablement rejection, further stands since without a specific, substantial, or well- 
asserted utility, one of skill in the art would not have been able to make and use the invention as claimed. Applicants again state that the 
claimed compositions are useful for "augmenting or diminishing IL-2 mRNA expression", but as discussed above, since no such specific, 
substantial or well-established use of the compositions has been established, it is not clear how theywfuld Jpkactuality be useful for such 
as function as augmenting or diminishing IL-2 mRNA expression based on the teachings of i\^W^^^^^^^ec\i^\\on as filed at 
the time the invention was made. §UPERi^9f^ ; Jf^wOT EXAMINER 
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